TH'S OPI NI ON WAS NOT WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered
today (1) was not witten for publication in a | aw
journal and (2) is not binding precedent of the

Boar d.
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ON BRI EF

Bef ore W NTERS, WElI FFENBACH and VEI MAR, Admi ni strative Patent

Judges.

VWEI MAR, Admi ni strative Patent Judge.

DECI S| ON ON APPEAL

This is an appeal fromthe examner's decision finally
rejecting clainms 1-15. Cains 1 and 12 are illustrative of

the subject matter on appeal and they read as foll ows:

! Application for patent filed January 15, 1993.
According to the appellants, the application is a
conti nuation-in-part of Application No. 07/775,774, filed
Cct ober 17, 1991, now Patent No. 5,430,019, issued July 4,
1995, which is a continuation-in-part of Application No.
07/ 960,983, filed Cctober 16, 1992, now abandoned.

15



Appeal No. 95-3387
Application No. 08/005, 942

1. A compound having the formula (SEQ ID NO 1)
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R] is -CH2CH(NH2)CH2R1
-CpH2nNRIRI
-(CH?2)1-3CHMNH2)RIV or
—C_nHZnNI'{RV
wherein n is 2 to 6;
R2is -C9-C21 alkyl,

-C9-C21 alkenyl,
-C1-C10 alkoxyphenyl, or
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The references relied upon by the exam ner are:
Schmat z 5, 166, 135 Nov. 24, 1992

Sandoz (Bel gi um
' 310 Pat. 851, 310 Aug. 10, 1977

Sandoz (Bel gi um
' 067 Pat. 859, 067 Mar. 28, 1978

M chel (German)
'130 Pat. 2, 065, 130 June 24, 1981
Clainms 1-15 stand provisionally rejected under the
judicially created doctrine of obviousness-type double
pat enti ng
as | acking patentable distinction over (1) Clains 1-17 or
(2) Cainms 1-4 or (3) Clains 3-20 or (4) Cainms 4-7 or (5)
Clainms 1-11 and 13 or (6) Clains 1-10 or (7) Cains 1-9 of
copendi ng applications (1) 07/936,558; (2) 07/963,332; (3)
07/ 775,774; (4) 07/960,983; (5) 07/936,531; (6) 07/936, 434;
and (7) 07/959,948; respectively. W affirmthis rejection.
Clains 1-15 stand rejected under 35 U.S.C. § 103 over
Schmatz alone or in the alternative over '310 Pat. or 'O067

Pat. in conmbination with Mchel. W reverse this rejection
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BACKGROUND

Clainms 1-9 and 13-15 are drawn to conpounds which are
derivatives of known cycl ohexapeptidyl conpounds. These
conmpounds are known in the art as echinocandins. Cains 10
and 11 are drawn to antibiotic conpositions conprising the
compounds of claim1l. Caiml1l2 is drawn to a method of
adm ni stering a therapeutic anmount of a conpound set forth in
claiml to a mammal to control mcrobial infection

The conpounds that were starting materials for the
production of the clained conpounds are echi nocandin
hexapepti dyl conpounds extracted from m crobial fernentates.
These parent conpounds and their antibiotic activity were
known prior to the filing date of this application.

DI SCUSS| ON

Qbvi ousness-type Doubl e Patenting

Clainms 1-15 stand provisionally rejected under the
judicially created doctrine of obviousness-type double
pat enti ng
as | acking patentable distinction over (1) Cains 1-17 or (2)
Clainms 1-4 or (3) Clains 3-20 or (4) Cains 4-7 or (5) Cains
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1-11 and 13 or (6) Clainms 1-10 or (7) Cains 1-9 of copending

applications (1) 07/936,558; (2) 07/963,332; (3) 07/775, 774,
(4) 07/960, 983; (5) 07/936,531; (6) 07/936,434; and (7)
07/ 959, 948; respectively.

Wth respect to application Serial Nunber 07/960,983 this
rejection is now noot in that this application has been
abandoned. Wth respect to application Serial Nunber
07/ 775,774 and application Serial Nunber 07/936,434 this
rejection is no longer provisional in that these applications
have issued as U. S. Patent # 5,430,018 and U.S. Patent #
5,348,940, respectively.

The Appeal Brief acknow edges this rejection on page 4,
however no argunment is presented with respect to the nerits of
this rejection. In that no argunents have been presented by
appel l ants as to why the examner's rejection is erroneous, we
summarily affirmthis rejection.

In the Appeal Brief on page 4, appellants "requested that
the Exam ner hold any rejection on these grounds in abeyance
until there is an indication of allowable subject nmatter."
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Appel I ants shoul d note that an exam ner does not have the
authority to grant such a request. As explained in the Manua
of Patent Exam ning Procedure, MPEP (6th edition, Rev. 3, July

1997) Section 1206, page 1200-8:

Appel I ants nust traverse every ground of
rejection set forth in the final rejection. Oa
argunment at the hearing will not remedy such a
deficiency in the brief. lgnoring or acquiescing
in any rejection, even one based upon formal matters
whi ch coul d be cured by subsequent anendnment, wl|
invite a dism ssal of the appeal as to the clains

affected. If this involves all of the clainms, the
proceedings in the case are considered term nated

as of the date of the dism ssal. Accordingly, any
application filed thereafter will not be copending

with the application on appeal.

In this application we consider appellants' comments to be an
acqui escence on the nerits. W are loathe to dismss the
appeal given the particular facts of this case, specifically
the examiner's handling of the issue. The examner failed to
alert appellants to the consequences of an acqui escence in a
rejection and to extend the opportunity to subnmt a conplete
Appeal Brief, and the coments made in the Exam ner's Answer

in this regard, which would give the inpression that no nore
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need be said by appellants in relation to the obvi ousness-type
doubl e patenting rejection at this stage of prosecution.

Rej ecti ons based on 35 U.S.C. § 103

Clains 1-15 stand rejected under 35 U.S.C. § 103 over
Schmatz alone or in the alternative over '310 Pat. or '067

Pat. in conbination with M chel

The exam ner's grounds of rejection are set forth on
pages
4 and 5 of the Exam ner's Answer to which we refer for the
exam ner's presentation of the reasons for rejection.

Schmat z di scl oses a genus of conpounds which is inclusive
of a nunber of species contained within the genus of claim1
herein, with the exception of the hydroxyproline residue.
Schmat z di scl oses a 3- hydroxy-4-nethyl proline, while the
instantly cl ai med conpounds do not contain a nethyl group on
the 4th carbon of the proline residue. Appellants pointed to
this distinction in response to the first action and submtted
two declarations pursuant to 37 CFR 8§ 1.132. The decl arations
address properties of hexapeptidyl echinocandin derivatives

9



Appeal No. 95-3387
Application No. 08/005, 942

whi ch conpare an echi nocandi n derivative with 4-nethyl-3-

hydr oxyproline as the sixth residue agai nst 19 conpounds which
are echinocandi n derivatives with 3-hydroxyproline residues as
the sixth residue. The exam ner responded in the Fina

Rej ection (Paper #9, pages 2 and 3) taking the position that
the use of a broken line, in association with the nethyl group
of the hydroxyproline residue at colums 33 and 34 of Schmat z,
suggested that the nethyl can be a | eaving group or that it
can be cleaved. The exam ner also stated at page 3 of the

Final rejection that:

Further, it is well established in the art
that a hydroxyproline residue containing

a methyl or a hydrogen atom (i.e., desnethyl)
are known to be functionally equivalent.
... Thus, applicants' argunents, the

decl arations of M. Bartizal, Jr. and

Bal kovec are of no probative val ue

and are insufficient to overcone the 103
rejection since the conparison is not done
with the disclosure identical (not simlar)
to that of the reference.

The exam ner takes the sanme position with respect to '310
Pat., '067 Pat. and M chel, because these publications al so

depict dotted lines in association wth the nmethyl group on
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t he hydroxyproline residue of the hexapeptidyl conmpounds that
t hey each di scl ose.

In the Appeal Brief, at page 3, appellants urge that the
ref erences depict tapered dashed lines fromthe pyrrolidine
ring to the nethyl group so as to indicate the stereochem stry
of the conpound and not any potential cleavage of the nethyl
group in question. The exanm ner does not controvert this in
t he Exam ner's Answer.

The question is then raised as to whether the cited art
is enabling for a nethod of making conpounds which do not have
a
4- met hyl - 3- hydroxyprol i ne resi due. Appellants state on page 4
of the Appeal Brief that “the art cited against the instant
application ... does not teach a nethod of selectively
renovi ng the nethyl group.”

In the response to argunents, on pages 6 and 7 of
the Examiner's Answer, reference is made to Schwartz, U. S
Pat ent 5,202,309. The Schwartz patent referred to was
submtted by appellants in an Information D sclosure Statenent
filed after the Appeal Brief. |In the paragraph bridgi ng pages
6 and 7 of the Exam ner's Answer the exam ner states:
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Schwartz... teaches that both of these
conmpounds are natural products of the
sane organi sm wherein the individua
conponents of the natural product are
separated from one anot her by nethods
commonly enployed in the art such as
fractionation, chromatography, etc.
Therefore, one having ordinary skil

in the art, at the tine of the invention,
woul d therefore be apprised of how to
make a conpound from a natural product
cont ai ni ng ei ther a non-nethyl at ed
hydroxy Pro or nethyl ated hydroxy Pro
by enpl oyi ng procedures clearly known
in the art of separating individua
conponents from antibiotics of the type
presently cl ai ned.

It is clear fromthe exam ner's discussion of this publication
that it fornms part of the evidence in support of a holding

t hat

any or all of the clainms would have been obvious. As the

court

stated in In re Hoch, 428 F.2d 1341, 1342 n. 3, 166 USPQ 406,
407 n. 3 (CCPA 1970):

Appel I ant conpl ai ns that although neither of
[the newly cited references] is nmentioned in
the statenent of either of the appeal ed
rejections and al though this fact was pointed
out in appellant's brief below the board
approved of their use by the exam ner "as
suggesting that [appellant's] conpounds woul d
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exert herbicidal action" and characteri zing

this as a use in a "mnor capacity" (enphasis

added) to "further support the rejection.”

Appel l ant's conplaint seens to be justified,

and if we did not find the rejections based

solely on Mol otsky and the French patent to

be sound, we mght well feel constrained to

reverse the decision of the board. Were a

reference is relied on to support a rejection,

whet her or not in a "mnor capacity,"” there

woul d appear to be no excuse for not positively

including the reference in the statenent of the
rejection.

We do not consider the Schwartz reference to have been cited
in the rejection before us, particularly since the exam ner
failed to indicate inclusion of the reference in the rejection
and specifically indicated on page 3 of the Exam ner's Answer
that no “new prior art has been applied in this exam ner's
answer.” Thus, we consider the issue of whether any of
Schmatz, '310 Pat., '067 Pat. or Mchel enable a nethod of
maki ng a conpound which [acks a nmethyl at the fourth carbon of
t he hydroxyproline residue of the hexapeptidyl conpounds
di scl osed by the references. Each of these references
di scl ose obtai ning the core cyclic hexapeptidyl conpounds from
m crobial fernmentates. |In these references there is no
di scussion of culturing the exenplified m croorgani sns or

other strains so as to obtain m xtures of cyclic hexapepti dyl
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compounds whi ch include variants which |lack the nmethyl group
in the hydroxyproline residue. While there is a statenent in
M chel, at page 1, lines 21-22 to the effect that the starting
fermentates are m xtures of variant conpounds there is no

i ndication that the desnethyl variant is one of those known to
be present in the mcrobial fernentate. The exenplified
variants in Mchel do not include the desnethyl variant.

There is no teaching of renoval of this nmethyl group either.
Thus, we conclude that the cited references fail to provide
any evidence that one of ordinary skill in the art would have
been enabl ed to prepare the conmpounds of the cited prior art

wi t hout a nmethyl on the fourth carbon of the hydroxyproline
residue. Thus, the rejections presented under 35 U.S.C. § 103
are reversed.

O her | ssues

W make note of a potential rejection under 35 U S.C. §
103 based on the disclosure of Schmatz of echi nocandin
derivatives that are so closely related to the clained
conmpounds as to differ only in the lack of a nethyl group in
t he hydroxyproline residue, coupled with the disclosure of the
Schwartz reference di scussed above, as to the existence of
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vari ants in echinocandi n-containing fernentates of

m croorgani sms of the species Zalerion arboricola, as well as
met hods of enriching the fernentate with respect to desnethyl
vari ants and neans of separating the variants from each other.
Wil e provisions exist for the presentation of such a
rejection by this panel, we decline to make the necessary
findings of fact in this case and consider that it is nore
prudent for the examner to do so in the first instance. The
exam ner shoul d conduct a claimby-claimanalysis of the

di fferences between the clainms and the prior art, should

consi der the level of skill of the ordinary artisan at the
time of the invention and deci de whether a prina facie case of
obvi ousness exists. W also note the declarations of Dr.
James Bal kovec and Dr. Kenneth F. Bartizal, Jr. filed
previously in this record as Paper Nos. 7 and 8, respectively.
Thi s evi dence appears to be relevant and may well provide an
adequate rebuttal, at least with respect to sonme of the

cl ai med conpounds, to any consideration as to whether the

cl ai med conpounds, conpositions and net hod are obvious in view
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of the prior art. The exam ner should carefully reviewthis

evi dence.

Concl usi on

The decision of the exam ner refusing to allow clains 1-
15 under the judicially created doctrine of obviousness-type
doubl e patenting is affirned.

The deci sion of the exam ner refusing to allow clains 1-
15 under 35 U.S.C. § 103 is reversed.

No tinme period for taking subsequent action in connection
with this appeal nay be extended under 37 CFR § 1.136(a).

AFFI RVED

SHERMAN D. W NTERS
Adm ni strative Patent Judge

N N N N
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BOARD OF PATENT

CAVERON VEI FFENBACH APPEALS
Adm ni strative Patent Judge AND
| NTERFERENCES

ELI ZABETH C. WEI MAR
Adm ni strative Patent Judge

N N N N N N N N N
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Alice O Robertson

Pat ent Dept.

Merck & Co., Inc.

P. 0. Box 2000

Rahway, NJ 07065-09071
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